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‘Dr. Falk Pharma GmbH

Certificate of Analysis / Ceprapikar ananisy

Ursofalk®, film-coated tablets 500 mg, 25 tablots in blisters; 4 blisters in g

Praduet: / Tlpoxyxr:

Batch No:: 7 Cepis Ne:

‘Batch release date: / Hata BHITYCKY

cepif

BRPOOHKUTBA:

Expiry date: / Mpraatimit no:

‘Batch sizet/ Posmip cepit:

carton box with Ukrainian labeling
Ypcoasisk, TabieTkH, BKpHTI IIBKOBOIO 0G0A0HK0w0, 110-500 MT;

‘no 25

Tabaerok y Gaicrepi; no 4-Gnicrepy 8 Kaprounil kepobyi 3 MApPKyBaHHIM

YKpalHCBX00 MOBOIO
L23259A

22 FED, 2024
11.2023
11.2027
2754 packs / 2754 yriakosox

Registration number in Ukraine: I UA/3746/03/01 from 18.11.2000 unlimited

Peectpauiiine nocaigyemss »

Y rpalHi

Strength/Potency: / |
Crvna i’ AxTusnicTs:

UA/3746/03/01 Bix 18.11.2020 miticnni HA HEOOMEMEHHI TepMin

1 tablet contains: 500 mg ursodeoxycholic acid.
] TaBnerxa micTurs 500 MT Y PCORBIOKCHX ONERGY KHEROTH

Test / Specification / Creundikanis Result/
Tecryenuis napanerp - Hocunanus

Appearance White, oblong tablets equipped with a double-gided breaking conforms

| notch
3osuiwnin surnag Bini abo matbxe 6ini norracri rabneriy 3 Haci¥xow 3 ofox BIANORIfAE.

| CTORIH o

Disintegration time < 15 minutes 3 minutes
{(Ph. Eur, 2,9.1)

| Mac nesinrerpaniv F<0S xaunun 3 XBUnMH
(€Bp. ©. 2.9.1) L | . L

| Uniformity of dosage units L1: 10 units tested: Acceptance value < 15,0 1.9
[mass variation] L2104 20 units tested: Acceptance value < 15.0
(Ph. Eur. 2.9,40) ‘Allunits are within the following limits:

Allsingle values 2(1-L2x0.01yx M

o~ All single values S(I+L2x001)yx M |

| Oaviopiguiers fosowami L1: 10 TECTOBAHMX oxuunue:. puiinare 3HaUeHHA <'15,0 119
OAIHITU, | ‘L.2: 10 + 20 TecToBaHuxX onMHmIE: Hpuituarse anavensy < 15,0

| IBapioBanug macu] Bel snauenisg MatoTh 3RaXoMHTHOD B TakMx Mekax-
(Enp. ©..2.9 40) | Belokpemismavenns > (1-L2x0,0)x M

) | Bei oxpemi snayenug SQ+L2x000xM ‘ -

Residual Solvents* Ethanol 20.5 % <0.1 %
{Ph. Eur. 2.4.24)

| 3AAHWKOBHTT POZUHHHI I Etanon <0,5 % <0,1%
(Ep. B. 2.4,24)

‘approvedon 11.07.2017
Batch number: L232504 -
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Dr. Falk Pharma GmbH

Page 1/1

Test / Specification / Coenndicauis Result /
Teeryensnii napamery [locnnauns
Identity
'(HPLC-RID._HPLC—DAD,_
| TLO)
- HPLC-DAD The tincorrected retention time and the UV.spectrum of the main | -
| peak in the liquid chromatogram of the reference solution
correspond in shape and position lo that of the main peak.in the
chromatogram of the test solution
or alterativély: |
« HPLC-RID Uncorrected retention times RT of the chromatogram of the conforms
- reference and test solution correspond
- TLC The retention factor RF of the spot in the chromatogram ofthe. | conforms
| { reference and test solution correspond |
Ixenridicauin
(BEPX:RID, BEPX-DAD,
TXUD |
- BEPX:DAD Hesrripasnenuis yac YTPHMAHRA Ta ¥V d-cnexrp OCHOBHOTO HiKY | -~
Ha pi,uH_HHiﬁ.xpnMﬂTorpaMi CTAHAAPTHOrO PO3YHHY BiRTIOBinae
32 QOPMOK | MOOKEHHIM CCHOBHOMY IHKY Ha XpoMaTorpaMi
o | | posusRy 3paixa
AG0 anh¥epHaTIRNG:. |
~ BEPX-RID | Hesunpasneni vacu yrpuManra RT wa xpomatorpasax | pigmonigae:
PEQEPERTHOTD | TecTORAHOrG PC34MHIB criBneNAIOTE
-THIX. PakTopy yrpumanua RF ruisany ma XpoMaTorpamax BiETIOBiJae
pedepenTroro | TecToBaMOMO pO3UHRIB chisnamaloTs
| Assay 475-525 mg/tablet 492 mp/tablet
(HPLC) (95-105 %) (=98 %)
Bizuavenng 475-525 Mr/rabnerky 492 Mr/rabnerxy
(BEPX) (95-105 %) | {(=98.%)
Dissolution .
(Ph. Eur. 2.9.3/
T USP <711>)
Method A; Intestinal fluid (phosphate buffer solution pH 7.5 with B-
| 'hydrcxypmpyIucyc[odexn‘in)
Method B: Intestinal fluid (phosphate buffer solution pH 8., according to
the monograph “Ursodio) Tablets™)
1 Method A and B: “Level | N | Acceptance critaris
- 30 min S 6 | all individual values
2 85 % 87 % (Method A) |
(Q=280%) 92 % (Method B)
52 12 | mean value >80 %,
individual values >65 %
Ursofalk 500 mg Tablets (UA) URT_W0500_ M32PST_inaster Version 05 25 approved on {1:07.2017

Batch number: 1232594,




nepu pecaTh BUPOGHRYMX cepif,

R ‘this test is not performed routinely, twice a year

[CH TECT He BHKOHYETBCA PYTHHO, ABiG] Ha pik..

The results ineet the specification.
Pesynerati signosinaiors crermdiixaniy,

Remarks: n/a
1lpumitea:  w/3

Uesofalk 500 mg Tablets (UA)

URT_WOS00. MI2P51_master Version 05

@=)  Dr. Falk Pharma GmbH
Test/ Tecryemuit na pamMerp Specification / Cneundixaia Result /
Iocumanus
Posunneniin
(CBp. ©.2.9.3/
D.CIIA <711>)
Mevog A: Kuinkape 'cepeﬂﬁnume-(t]mcd]amuﬁ_ﬁyd)ep, pH 7,5, 3 3-
FAPOKCHOPOHIN- LMiUTO Ne KCTPHHOM)
Meron B (®.CLUA 37): Kuwxone cepenonnuie (Gocdarui Oygep, pH 8,0, siarosinic.
Ko MOHOrpagit,, TatneTky Ypcopiony™)
Mevom A i B: Pizens N | Kpurepii npaiinstaocri
- 30 xp Si G Bei inavBinyansui spavents o
> 859, 87 %o (Meton A)
(Q=80%) 92 % (Metog B)
52 12 1 cepenwe 3navens
280%
AR Iy AL Hi IHANEHHN
Purity * Chenodeaxycholic acid: < 1L0% 0.07 %
| (HPLC-RID) Lithocholic acid: <0.1% <0.05 %
,Each_ unspecified impurity: 50.1% <0.05%
Urserorn Total sum of impurities: £2.0%. gg; ;’f‘
{ Huerora | " s |
o XCHONIC3OKCHXONEBA KicnoTa < 1,0 % e
(BEPX-RID) Jlitoxonesa kuenoTa <0,1% zggg ;’f‘
Koxsa HesmaHavena gomimxa <0,1 % o
_ ) | 0,07 %
3arasisHa cyma nomimor £2,0%
| Mierobiological quality ** TAMC: £10° CFU’!Q- T conforms
[ Ph. Eur. 2.6.12/2.6.13, 5.1.4.- TYMC: < 102CFU/g conforms
1 E. colit absentin 1 g conforms
MixpoBionorivma sikicTs *% TAMC: S 10PKYOrr. Binnmosizad
MKK .10, (EBp. Qapm, TYMC: < 102 KVO/r BIATIOBiNAE
2.6.12!2.5,13,.5.1.4.-1) E.coli BincyTui/l r BiAMOBIAAE
* first ten production batches, then every 10" batch, at least two batches per year

s

IOTIM KQIKHA AECATA cepin, mtonatiMe e As1 cepii Ha pik

approved on11,07.2017
‘Batch number: 1232504




Dr. Falk Pharma GmbH

Manufacturing site:./ Bupo6rux:

] Losan Pharma GmbH / Jlozan ®apma TMEX
Otto-Hahn-Strasse 13 f Orro-Xan-llrpacee 13
79395 Neuenburg / 79395 HoenGypr
Germany / Himeuyypa

Packaging site and QC: / BupoGuumk, sinnios iaiumms 3a

FICDBWHHE, BTOPUHHE TAKYBAHHA Ta KOHTRORD. AKOCT:
Losan Pharma GmbH / JTosan Gapma I'meX.
Otto-Hahn-Strasse 13 / Orro-Xan-Ultpacee 13
79395 Neuenburg / 79395 Hoenbypr
‘Germsny / Himeuyina

Losan Pharma GmbH / Moz dapma P'u6X”
Eschbacher Strasse 2 / EmGaxep Hltpacee 2
79427 Eschbach / 79427 Bui6ax

Germany / Himeuianuag

Batch release of finished product: / Binnosigansmii 33
BHNYCK Cepii Kiulenoro TIPOLYKTY:

Dr. Falk Pharma GmbH / Hp.Panck Gapma 'MEX
Leinenweberstrasse 5 / JiatiwenpeGepurrpacee 5

79108 Freiburg / 79108 PDpaibypr

Germany / Himevvunua

Ursofalk 500 mig Tablets (UA)

Number of Manufacturing License Losan Pharma GmbH:
DE BW_01_MIA_2023_0015 from 02.02.2023

Houep ninensit na BupoSunureo Josan DapMma I'mbX:
DE_BW_01_MIA_2023 0015 six 02.02.2023

Number of GMP-certificate Losan Pharma GmbH:
DE_BW_01_GMP_ 2021 0169 from 15.04.2021 il
14.04.2024

Homep ceprudikary GMP Jlozan Dapma I'mBX;

DE_BW_01_GMP_2021_0169 sia 15.04.202] 16

14.04,2024

Nuinbsr of Manufacturing Ticense Losan Pharma GmbH:
DE_BWME}'I_MIAJ'ZDZB_-{}OIS from 02.02,2023

Homep niuensii va supoSuuurso JTosan Dapma I'mMEX:
DE_EWWOI__MIAAQOQBWOQI\S pig 02:02.2023

Number of GMP-certificate Losan Pharma GmbH:
DE_BW_01_GMP_2021_0169 from 15.04.2021 ti(
14.04.2024

Howmep ceprudirary GMP JTozan Papma M'm6X;
DE_BW_01_GMP_2021_0169 8in 15.04.202] 5o
14.04,2024

‘Number of Manufacturing License Losan Pharma Gmbi:
DE_BW_01_MIA_2023_0015 from 02.02.2023

Homep niuenaii‘_ua BHpoGHUUTBO Jlo3an Papma IMEX:
DE_BW ¢ I_MIA_2023 0015 sin 02.02.2023

Number of GMP-certificate Losan Pharma Gmbil-
DE_BW_01_GMP _202]_0168 from 15.042021 ]
14.04.2024

‘Howmep ceprugiixary GMP Jiozan Dapma TMGX:

DE BW_01_GMP_2021_0168 six 15.04.2021 no
14.04.2024

Number of Manufacturing Licénse Dr. Falk Pharma
‘GmbH:

ZDE*BW_!}'!___MIA_QGZ 1_0020from 17.02.2021
Homep niuensii #a Bupobuunrso Hp.danex Gapia

Tmﬁ}(:_
DE_BW_U]_MIA*Q,OE 1_0020 gix 17.02.2021

‘Number of GMP-certificate Dr. Falk Pharma GinbH:
DE_BW_01_GMP_2023_0041 from 15.11.2022 tl|
14.11.2025

Howmep ceptudikaty GMP Hp.Dansk Qapma TM6X:
DE_BW_01_GMP_2023_004! six 15.11.2022 110
14012025~

i

‘approved ont 11,07.2017
Batch number: 232504 -




__Dr. Falk Pharma GmbH

I, the undersigned, certify that the above batch is truly accurate. This batch (including paakaging!labeling) was
produced and subjected g quality control.in the above production unit in compliance with the GMP requirements
established by the local regulatory authority, as wej) as with the specifications contained in the marketing authorization
dossier or frade license of the manufacturer country or destination country, if the product is imported, or in the product
specification file for the study drug. The Batch Manufacturing. Record, the Batch Packaging Record, and the Batch
Analysis Record have been reviewed and found 1o be compliant with GMP,

Date-and Signature:
Jara ta mianue;

Dr. Falk Pharma Grikik
Lemenwebe:st rS
79108 Freibury i. gy, Germary

Ursotalk 500 mig Tablets (UA) URT_WO0500_ M32P51_imasier Versios 05 575 approved on 11.07.2017
B Baich number; L23259A.

Page 1/1




